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Special 510(k) Summary

The summary-of 510(k) safety and effectiveness information is being submitted in accordance

with the requirements of 21 CFR Part 807.92.

Date:

APPUCANT RAY Co.,Ltd

ADDRESS 0~362-43 (218 Maeyoung St.) 3rd & 4th Floor,
Wonchun-dong, Youngtong-gu, Suwon-si, Gyeonggi-do, Korea

Manufacturer RAY Co., Ltd

#362-43 (218 Maeyoung St.) 3rd & 4th Floor,

Wonchun-dong, Youngtong-gu, Suwon-si, Gyeonggi-do, Korea

TEL :+82-31-605-1000

FAX :+82-2-6280-5534

Contact Person Yun-Jung HA / Manager

e-mail : yunjungha@raymedicalco kr

Device Name

Trade/Proprietary Name :RAYSCAN a-Expert 3D

Common Name: Dental panoramic/tomography and cephalometric x-ray system

Classification

x-ray, tomography, computed, dental (21 CFR 892.1750)

Class : 11

Product code : OAS

Panel : Radiology

Predicate device

RAYSCAN a-Expert 3D(K122981)
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510(k) Submission- RAYSCAN o-Eqmrt 3D

Description

RAYSCAN a-Expert 3D is a 3D computed tomography for scanning hard tissues such as

bones and teeth. By rotating the c-arm that include the high voltage generator all-in-one x-

ray tube and a detector on each end, a CBCT image of whole dentomaxillofacial is attained by

recombining data from the same level that are scanned from different angles.

Panoramic image scanning function for attaining images of the entire or segmental teeth and

cephalometric scanning option (One shot type & Scan type) for attaining the cephalic images

are included. It allows to choose from two different types of CEP- detectors:

Detector Options:

Base: RAYSCAN a(-3D: CT+PANO

Option: RAYSCAN a-Multi 3D: CT+PANO+One-shot CEPH

Option: RAYSCAN a-SM3D: CT+PANO+SCAN CEPH

SMART-Dent software for processing and archiving is optional.

Indication for use

RAYSCAN a-Expert 3D, panoramic x-ray imaging system with cephalostat, is an extraoral

source x-ray system, which is intended for dental radiographic examination of the teeth, jaw,

and oral structures, specifically for panoramic examinations and implantology and for TMJ

studies and cephalometry, and it has the capability, using the CBVT technique, to generate

dento-maxillo-facial 3D images.

The device uses cone shaped x-ray beam projected on to a flat panel detector and the

examined volume image is reconstructed to be viewed in 3D viewing stations.

20 Image is obtained using the standard narrow beam technique.
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51 0(k) Submission- RAYSGAN ai-Expel 3D

Statement of Substantial Equivalence

Parameter RAYSCAN a-Expert 3D (Modified] PAYSCANa-Expert 3D [K1229811

Common Dental panoramic/tomography and Dental panoramic/tomography and

Name cephalometric x-ray system cephalonietric x-ray system

Indications RAYSCAN a-Expert 3D panoramic x-ray RAYSCAN a-Expert 3D panoramic x-ray

for use imaging system with cephalostat, is an imaging system with cephalostat, is an

extraoral source x-ray system, which is extraoral source x-ray system, which is

intended for dental radiographic examination intended for dental radiographic examination

ol the teeth, jaw, and oral structures, of the teeth, jaw, and oral structures,

specifically for panoramic examinations and specifically for panoramic examinations and

implantology and for TMJ studies and implantology and for TM) studies and

cephalometry, and it has the capability, using cephalometry. and it has the capability, using

the CRYT technique, to generate dento- the CBVT technique, to generate dento-

maxillo-facial 3D images. maxillo-facial 3D) images

The device uses cone shaped x-ray beam The device uses cone shaped x-ray beam

projected on to a flat panel detector, and projected on to a flat panel detector, and

the examined volume image is reconstructed the examined volume image is reconstructed

to be viewed in 3D viewing stations, to be viewed in 3D viewing stations.

2D Images are obtained using the 2D Images are obtained using the

standard narrow beam technique. standard narrow beam technique

CBCT Cone beam CBCT Cone beam
3D technology Computed Tomography Computed Tomography

CBCT Computed tomography CBCT Computed tomography

Panoramic Panoramic
Performance
Specification Cephalometrictoptional) Cephalometricfoptional)

- One-shot type -One-shot type

- Scan type ___________ _____

Base Base

a -3D :CT-rPANO) a -3D :CT+PANO
Functional

OpinOption Option
Optona-Multi 3D: CTt PANO tOne-shot CEPHioption) a-Multi 3D): CTB PANO * One-shot CEPH(option)

o -SMJD. C.T+PANO+SCAN CEPH-(option)

Computed Tomography(Ci) :Computed Jomography(CT)

Flat panel X-ray sensor Flat panel X-ray sensor

Detector Paro : Flat panel X-ray sensor Pano : Flat panel X-ray sensor

Type Cephlcptional) Ceph(Optional)

-Flat panel X-ray sertsor[One-shot type] - Flat panel X-ray sensor

-Ccif Direct flat panel sensor/Scan typel ___________________

Focal size 0.5mm 0.5mm

Field of
9Ox9Omm 9Ox90mm

View(CT)
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51 0(k) Submission- RAYSCAN a-Exlpert 3D

X-ray Voltage 60-9OkVp 60-9OkVp

X-ray Current 4-l7mA 4-17mA

Total Filtration 2.6 mm Al equivalent 2.6 mm Al equivalent

CT :1.39 CT : 1.39

Pano : 1.31 Pano : 1.31
Magnification

Ceph[One-shot type] :1.13 CephfOne-shot type] :1.13

Ceph[Scan type! : 111

CT : l4sec CT : l4sec

Pano :below l4sec Pano l4sec
Scan time

Ceph[One-shot type) 0,3sec-3.Osec Ceph 0,3sec-3Osec

_______________CephfScan type] : below 18sec

EEC 60601-1 FEC 60601-1

FEC 60601-1-1 FEC 60601-1-1

EEC 60601-1-3 EEC 60601-1-3

Applicable EEC 60601-2-7 EEC 60601-2-7

Standards FEC 60601-2-28 EEC 60601-2-28

IEC 60601-2-32 EEC 60601-2-32

EEC 60601-2-44 [EC 60601-2-44

EEC 60601-1-2 EEC 60601-1-2

Certificate CO2(D9,4IE)CO2)09/2EC

Product E10MD34/E)C02MD9//E)

Safety details, for instance the non-clinical performance, in regards to intended use, safety

characteristics, PANORAMA sensor (Detector) and CBCT sensor (Detector) and One-shot CEPH

sensor(Detector) are equivalent. The only difference is the additional option of Scan type

CEPH sensor.

Remaining sensors are the same, the non-clinical & clinical considerations thereof are also

equivalent, and the report regarding non-clinical & clinical consideration for the added Scan

CEPH sensor is provided separately.

It shares the same technological characteristics as the predicate devices. Minor technological

differences do not raise any new questions regarding safety or effectiveness of the device.

Based on the non-clinical and clinical considerations and the outcome of experts review of

image comparisons for both devices, new RAYSCAN a-Expert 3D is substantially equivalent, in

terms of safety and effectiveness, to the predicate device RAYSCAN a- Expert 3DfK1229S1].
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51 0(k) Submission- RAYSCAN o-Expat 3D

Safety and Effectiveness Information

Electrical, mechanical, environmental safety and performance testing according to standards

IEC 60601-1, IEC 60601-1-1, lEG 60601-1-3, lEG 60601-2-7, lEG 60601-2-28, lEG 60601-2-32 and

lEG 60601-2-44 was performed, and EMC testing was conducted in accordance with the

standard lEG 60601-1-2.

In addition, non-clinical & Clinical considerations according to FDA Guidance "Guidance for

the submissions of 510(k)ys for Solid State X-ray Imaging Devices" were performed.

All test results were satisfactory.

Conclusions-

Based on a comparison of intended use, indications, constructions, construction materials,

principal of Operations, features and technical data, the RAYSCAN ac-Expert 3D system

are safe and effective to perform its intended use as well as substantially equivalent to the

predicate device
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* DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

5 Food and Drug Administration
10903Sprin.shr Avenue3000

4. Document Control Center - W066-G609

Ray Co., Ltd. Nvme .21
%/ Mr. Andrew Paeng
Consultant
4747 1-ben Avenue
SANTA ROSA CA 95405

Re: K 13I695
Trade/Device Name: RAYSCAN a-Expert 3D
Regulation Number: 21 CFR 872.1750
Regulation Name: Computed tomography x-ray system
Regulatory Class: 11
Product Code: OAS
Dated: October 1,.2013
Received: October 11, 2013

Dear Mr. Paeng:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance wvith the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate infor-mation related to contract liability
warranties. We remind you. however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Resister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (2 1
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (2 1 CFR 803): good manufacturing practice requirements as set



Page 2 - Mr. Andrew Paeng

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address
littp://%v~vw.rda.L,,o/Medica]Devices/Rcstourccsfbr[')OL/Ind:strN/derati.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803). please go to
hin :,/wx% '.fd.i-,o/vedicalDevices/Stf'ety,/Renottallroblemi/defaulr.htti for the CDRH's Offlce
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7 100 or at its Internet address
litip://wvxvw.f'da.L',o%/MedicalDevices/ReSOuircesforYoti/lindistl-%/dethllt.ltln.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health

Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K 131695

Device Name: RAYSCAN a-Expert 3D

Indications For Use:

RAYSCAN a-Expert 3D, panoramic x-ray imaging system with cephalostat, is an extraoral source

x-ray system, which is intended for dental radiographic examination of the teeth, jaw, and oral

structures, specifically for panoramic examinations and implantology and for TMJ studies and

cephalometry, and it has the capability, using the CBVT technique, to generate dlentomaxillofacial

3D images. The device uses cone shaped x-ray beam projected on to a flat panel detector, and

the examined volume image is reconstructed to be viewed in 3D viewing stations.

2D Image is obtained using the standard narrow beam technique.

Prescription Use X AND/OR Over-The-Counter Use ____

(Pat 21 CFR 801 Subprt D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOWV THIS LINE CONTIlNUE ONj ANOTHER PACE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

4 / V9
(Division Sign Off)

Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health

5 10(k) _K 13 1695___
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